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REMARKS 

This is in response to an Office Action mailed on December 14, 2006. The Office Action 
finally rejected claims 1-3, 5-20, 31 and 32. The application presently includes claims 1-3, 5-20, 
3 1 and 32. No amendments have been made. 

The Office Action rejected independent claims 1 and 10 as being anticipated under 35 
U.S.C. § 102(b) as being anticipated by U.S. Pat. No. 4,263,680 (Reul Patent). The Office Action 
alleges that the Reul Patent discloses a medical device (prosthetic heart valve at col. 6 ? line 29) 
that comprises a composite (valve member 1 ? col. 5, line 41) having an inorganic substrate (metal • 
substrate 12 3 coL 5, 11, 45-47) and a polymer applied on all of the substrate surfaces (blood- 
compatible synthetic material 14, col. 5, U. 41-44). The Office Action alleges that the polymer 
forms a stricture shaped differently from the structure of the substrate and provides a fonn of the 
device (FIG, 3, hinge flap is formed in one piece with the valve member) and consists of the 
same blood-compatible synthetic material with which the valve member is coated, integrally cast 
in the course of the coating process (coL 4, 11. 39-45). The Office Action alleges that the valve 
ring is coated with the same blood-compatible synthetic material as the valve member at col. 4, 
11. 47-49, la the Response to Arguments section, the Office Action makes reference to FIG. 3 of 
the Reul Patent and alleges that the composite 1 has the shape of a dish which is different from 
the shape of the inorganic substrate 12. 

Applicant again respectfully disagrees that independent claim 1 is anticipated by the Reul ' 
Patent, An element of independent claim 1 includes covering an inorganic substrate with a 
polymer applied on all of the substrate surfaces where the polymer forms a structure that is . 
shaped differently from the structure of the substrate, the polymer providing the form of th6 
device. Applicant maintains the position that a dipping process places a layer having a 
substantially uniform thickness onto a metal substrate that conforms to the general shape of the j 
substrate. A polymer coating of substantially uniform thickness does not provide a structure that j 
is shaped differently from the structure of the substrate as claimed. Rather, the polymer coating 
disclosed in the Reul Patent conforms to the shape of the substrate. ; 

! 
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The Office Action makes reference to FIG. 3 which is a cross-section of the valve body . 
taken along section line IH-IJI in FIG, 1 . FIG. 3 illustrates a portion of the substrate having an 
aperture therethrough which, according to the Reul Patent, enables the layers of synthetic 
material on each side of the metal substrate to be interconnected. In the finished valve member 
these apertures are completely filled with synthetic material. See col. 5, 11. 48-53. 

Referring to FIG. 2 of the Reul patent, the outer surface of the polymer has the same| 
configuration as the outer surface of the metal substrate 12. The apertures 5 are provided in the 1 
metal substrate to allow the coating to be interconnected and better retained on the substrate. It 
is clearly shown that the metal substrate is in the form of a cupped disc and that the polymeric . 
material follows the form of the metal substrate. Therefore, the Reul Patent does not anticipate ; 
independent claim 1. Reconsideration and allowance of independent claim 1 are respectfully ; 

requested. j j 

The Office Action also alleges that the thickness of the valve members preferably : 
amounts to less than 0.3-0.4 mm. The Office Action alleges that by virtue of its thickness, the 
composite component is flexible, combined with its composition, which is a metal foil substrate 
and a flexible synthetic material body, and cites the metal substrate 5, 11. 45-64, and synthetic 
material at col. 5, 11. 41-44, coL 6, 11. 44-46, and col. 4, 11. 39-45. 

Applicant again submits that if the valve flexes, then the response of the valve to the 
pressure gradient decreases in direct contrast to the disclosure of the Reul patent. 

This has the advantage that, compared to traditional valves, very 
short opening and closing times can be achieved > since the \ 
moment of inertia of the thin dish is very small in comparison j 
with spherical or disc valve$_ This fact guarantees that the valve j 
can react almost instantaneously to the quickly changing ; 
pressure gradients inside the heart chamber and thus resembles ' 
a natural valve more closely than any other existing artificial | , 

heart valve. CoL 3, U. 42-58. : j 
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Further, Applicant does not understand the statement in the Office Action that it is 
common knowledge that a natural valve is flexible as evidenced by U.S. Pat. No. 4,888,009 and 
U.S. Pat. No. 5,500,016. The cited passage at col. 3 ? 11. 42-58 relates to the performance of the 
valve disclosed in the Reul patent in comparison to other heart valves and a natural heart valve- 
There is no disclosure that the heart valve disclosed in the Reul patent flexes as it has a 
substantially different structure than a natural heart valve and opens and closes in a substantially 
different manner than a natural heart valve. 

A natural heart valve has a distinctly different structure than the. heart valve in the Reul 
Patent. Referring to page 591 of Borland's Illustrated Medical Dictionary, 23rd Edition, the 
heart valve has leaflets having edges that move away and contact each other to allow blood to 
flow through and not backflow. A copy of p. 591 of Dorland's Illustrated Medical Dictionary , 
23rd Edition, is attached hereto as Exhibit A. Each of the leaflets hi a natural heat valve must 
flex in order to open and close the valve. 

However, the valve in the Reul Patent does not have the structure of a natural heart valve. 
Rather, the valve of the Reul patent has a cup-shaped disc configuration that is hingedly attached 
to a vessel wall at one end. The flexing of this cap-shaped valve would reduce the response time 
of the valve and hinder its performance. 

Further, Applicants do not understand the Office Action's inherency argument especially ' 
in light of the fact that a flexing member would consume energy that would normally be used to 
move the cupped valve about its hinge, which is in direct contradiction to the disclosure of the ; 
Reul patent To allege inherency, the Examiner must meet the burden of proof that what is 
asserted must necessarily happen. See MPEP § 2112. 

The inherent teaching of a prior art reference is a question of fact that arises both in the 
context of anticipation and obviousness. In re Napier^ 55 F.3d 610, 613, 34 USPQ2d 1782, 1784 
(Fed. Ch\ 1995). The fact that a certain result or characteristic may occur or be present in the 
prior art is not sufficient to establish the inherency of that result or characteristic. In re Rijckaert^ 
9 F3d 1531, 1534, 28 USPQ2d 1955, 1957 (Fed. Or. 1993) "To establish inherency, the 
extrinsic evidence 'must make clear that the missing descriptive matter is necessarily present uji 
the thing described in the reference, and that it would be so recognized by persons of ordinar^ [ 
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skill. Inherency, however, may not be established by probabilities or possibilities. The mere fact 
that a certain thing may result from a given set of circumstances is not sufficient."' In re, < 
Robertson, 169 F3d 743, 745, 49 USPQ2d 1949, 1950-51 (Fed. Cir. 1999). "In relying upon the; 
theory of inherency, the Examiner must provide a basis in fact and/or technical reasoning to I 
reasonably support the determination that the allegedly inherent characteristic n ecessarily flows; j 
from the teachings of the applied prior art." Ex parte Levy, 17 USPQ2d H61, 1464 (Bd. Pat. = 
App. & Inter. 1990). 

The Examiner has provided no evidence that the cup-shaped valve as disclosed in the : 
Reul Patent must inherently flex. Rather, in contrast, the Reul Patent discloses that it would be . 
disadvantageous for the valve to have flexing capabilities. Therefore, the Examiner has not met ; 

I ! 

the burden in alleging inherency. ! 

For the foregoing reasons, the Reul Patent does not disclose a flexible composite 
component of a medical device that can be bent through a cross-section of the flexible 
component. Therefore, the Reul Patent does not anticipate independent claim 10; 
Reconsideration and allowance of independent claim 1 0 are respectfully requested. 

The Office Action also rejected claims 2, 3, 8, 9, 11, and 16-19 as being anticipated by 
the Reul Patent. The Office Action also rejected claims 5-7 ? 12-14, and 31-32 as being obvious 
over the Reul Patent in view of the Peitsch Patent. The Office Action also rejected claim 15 as 
being obvious over the Reul Patent in view of the Lenkei Patent. The Office Action also rejected 
claim 20 as being obvious over the Reul Patent in view of Sumitomo Electric Co. Abstract 
While Applicants do not acquiesce to any of the claim rejections, the rejections are moot in light 
of the fact that independent claims 1 and 10 are in allowable form. Since independent claims 1 ; 
and 10 are in allowable form, it follows that dependent claims 2, 3 ? 5-9, 1 1-20, and 31 and 32 are 
in allowable form. Reconsideration and allowance of claims 2, 3, 5-9 7 1 1-20 ? and 31 and 32 are , 
respectfully requested. 

In view of the reasons provided above, it is believed that the pending claims are in 
condition for allowance. Applicant respectfully requests favorable consideration and early ■ 
allowance of all pending claims, 

1 i 
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If a telephone conference would be helpfol in resolving any issues concerning this 1 
communication, please contact Applicant's attorney of record, Hallie A. Finucane at 612-334- . 

3222. , . 

The Director is authorized to charge any fee deficiency required by this paper or 
credit any overpayment to Deposit Account No- 23-1 123. 

Respectfully submitted, \ 

WESTMAN, CHAMPLIN & KELLY, P. A. 


HAF:PJI:tlr 


By: cZL ^g,^ (jl^4>_^7SjS sX^Z 
Hallie A. Finucane, Keg. No. 33,172 
Suite 1400 

900 Second Avenue South 
Minneapolis* Minnesota 55402-3319 
Phone: (612) 334-3222 Fax: (612) 334-3312 
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